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DETAILED ACTION 

1 . Claims 1-20, 32-38 are pending. On the April 24, 2000 submission, Applicant 
elected Group III, claims 18-31, for the prosecution. Claims 1-17 stand withdrawn as 
they are directed to non-elected inventions. Claims 21-31 are canceled. Claims 18-20, 
32-38 are under consideration. 

Any rejection that is not addressed in this Office Action is considered withdrawn 
in view of the amendment and the arguments. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

2. Claims 18-20, 32-33, 35-36, 38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Barclay et al US Patent 5,248,310 in view of Wong et al US Patent 
5,785,994 and Riddle et al US Patent 5,294,770. 

3. The instant claims are directed to three-layer tablets comprising a first and 
second layer that contains a drug and at least one colorant, and a third layer containing 
a second and different colorant. The dependent claim further adds a coating layer to 
said tablets and methylphenidate chloride as the active ingredient. 

4. Barclay teaches osmotic tablets comprising separate drug polymer and polymer 
layers wherein each layer is distinguishable from each other by a different color. Barclay 
specifically teaches the use of colorant to allow appropriate color contrast between 
layers of his formulation (see abstract, col 20, lines 26-60; col 7, lines 59-col 8, line 34). 
Barclay shows that coloring agents are used in the art for determining the formulation 
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orientation, (see col 17, lines 20-56). At col 17, lines 20-55, Barclay describes an 
osmotic tablet comprising a white color drug containing layer and a reddish brown 
hydrophilic polymer layer. Barclay teaches the non-drug polymer layer to contain a 
reddish-brown color (see col 17, lines 40-44). Barclay describes the use of ferric oxide 
colorant as the colorant of choice. Barclay then compresses the drug and non-drug 
layer together and coats the resultant solid osmotic tablet with a translucent coating, 
(see col 17, lines 39-51). 

Barclay coats the tablet with a translucent coating and describes that the 
drug/beneficial agent layer is detectable through such translucent coating (col 5, lines 
42-51). Since color difference is easily detectable by naked eye, Barclay's tablet 
inherently possesses capability to be detected by a colorant detector. In fact, Barclay 
detects or observes the white drug-containing layer from the reddish-brown polymer- 
layer in the tablet, (see col 17, lines 52-54). After detecting which side of the tablet 
contains the drug layer (in another words, detecting the orientation of the tablet), 
Barclay chooses to drill a passage whole through the drug-containing layer for 
delivering the drug from the osmotic tablet, (see cool 1 7, lines 55-57). Therefore, 
Barclay teaches the use of colorant for purposes of detecting orientation of a two 
layered osmotic tablet. 

Barclay also teaches suitable size or shape for his tablets to allow comfortable 
oral delivery, (see col 6, lines 20-24, figures 1-3). Such suitable shapes include 
capsule- shaped tablets as depicted in figure 1-3 of Barclay's Patent. Barclay also 
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teaches the use of methylphenidate hydrochloride as a suitable drug in his formulation, 
(see col 1 1 , lines 13-15). Barclay does not teach a three layer osmotic tablet. 

Barclay only fails to explicitly teach a three-layered tablet and further use a color 
detector to orient the tablet formulations. However, preparing a two or three layer 
osmotic tablet and using a color detector to orient a tablet are well within the level of an 
ordinary skill in the art. 

5. Wong and Riddle are respectively used to show the general knowledge in the art 
to make three layer tablet or use a color detector to orient tablet formulations during 
their manufacturing process. 

6. Wong teaches a three layer osmotic tablet using the same drugs, same 
polymeric moieties and same drilling technique as Barclay. Wong teaches a three or 
more layered tablet that provides a varying pattern of drug release (see abstract, col 2, 
lines 4-20). Such pattern is achieved by drug concentrations in each layer of Wong's 
formulation. Wong et aldisclose that their tablets are prepared by pressing the three 
layers to form a solid core (see col 19 lines 10-18). Wong also describes 
methylphenidate as a suitable drug in his formulation (col 10, line 21). Wong essentially 
teaches similar tablets as Barclay. 

Wong teaches three-layered osmotic tablets containing a port (see abstract). At 
least oe layer of Wong's tablets contains a dye such as ferric oxide. Wong discloses 
tablet dosage forms comprising three layers wherein first layer is drug free and is a 
push layer which contains a colorant such as ferric oxide (see col 17 line 23; col 20, 
lines 20-25) and the third layer comprise a colorant (see figure 3, col 16 lines 58-67, col 
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18 lines 1-42). Thus, adding additional drug layers is well within the scope of Wong's 
teachings. 

The tablet of Wong comprises an exit port (see col 17 line 56) meeting the 
limitation of claims 25, 30 (see col 1 5 lines 1 5-1 8). Wong et al disclose that their tablets 
are prepared by pressing the three layers to form a solid core (see col 19 lines 10-18). 
Wong also describes methylpheidate as a suitable drug in his formulation (col 10, line 
21). Wong essentially teaches the same tablets as Barclay. Except that Wong is a three 
or more layered tablet that provides a varying pattern of drug release, (see abstract, col 
2, lines 4-20). Such pattern is achieved by drug concentrations in each layer of Wong's 
formulation. 

7. Barclay and Wong are within the same field of endeavor and therefore their 
teachings are combinable. Barclay employs aspirin, steroids, methylphenidate, etc... 
(see col 11, lines 1-65, examples 1 , 3 and 5). Wong also employs the same drugs (see 
Wong at col 10-col 1 1 , lines 7-8). 

Barclay describes hydrophilic polymers and hydrogels as suitable polymeric units 
(see col 13, lines 23-67). Wong also teaches the same polymeric moieties (see Wong at 
col 12, lines 44-col 13, line, 65). 

Barclay teaches osmagents such as magnesium sulfate etc... (see col 13, lines 4- 
20). Wong teaches the use of the same osmagents (see col 5, lines 33-50). 

Barclay uses the ferric oxide as the colorant in the polymeric layer (see example 
2). Wong also uses ferric oxide as a colorant in his polymeric layer (col 17, lines 18-26). 
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The only difference between Barclay and Wong is that Barclay teaches a two 
layer osmotic tablet, but Wong teaches a three layer osmotic tablet. Nevertheless, their 
combined teachings do not explicitly teach the use of a color detector during their 
manufacturing process. 

8. Riddle is used to show that using a color detector is a well recognized practice in 
the art of orienting tablet formulations during their manufacturing process, (see abstract, 
fig 1 B, col 5). Riddle explicitly states that the orientation of tablets is recognized typically 
by their color differences on the side of tablets (see col 7, lines 1 0-60; specifically col 7, 
line 30-31 ). Riddle further states that his detector can be used in any tablet treatment 
process, which can include the step of creating a delivery port (see col 1-2; col 7, line 
35-col 8, line 32). Thus using a color detector in the art has been practice at least since 
1992. 

9. Therefore, it would have been obvious to one ordinary skilled in the art at the 
time of invention to employ Barclay's method of detecting different layers in the three 
layer osmotic dosage forms of Wong, by incorporating a coloring agent, as shown by 
Barclay, in any desired layer, because the ordinary skill in the art would have had a 
reasonable expectation of success to use different colorants to facilitate ease of 
detection of each formulation layer and even further employ a color detector such as 
those described by Riddle to differentiate the orientation of the tablets during their 
manufacturing process for any suitable step such as creating a delivery port. 
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Allowable Subject Matter 



10. Claims 34, 37 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shahnam Sharareh whose telephone number is 571- 
272-0630. The examiner can normally be reached on 8:30 am - 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, PhD can be reached on 571-272-0629. The 
fax phone number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 




